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Alcon C itizen Petition - Balanced Salt So lution

~ AMO ENDOSOL

( AMO)

Description :

AMO Endosol solution for irrigation is a sterile, lint free, physiological
ba l anced sa lt so lution . Each mL conta i ns sodium chloride BP 6 .4 mg ,
potassium chloride BP 0 .75 mg , calcium chloride BP 0 . 48 mg ,
magnesium chloride BP 0 . 3 mg, sodium acetate BP 3.9 mg , sodium
citrate BP 1 .7 mg , sod ium hydroxide BP and /or hyd rochlo ric ac i d BP (to
adjust pH) in Water for Inject ion s BP .

Pharmacology :

AMO E ndosol solution for irri gation i s iso ton i c to the tiss u es o f the eyes .
It is intended for use as a phys i o log ical solu tion for irrigat ion . There are
no therapeutical ly or pharmacologica l ly active ing redients conta ined in
AMO Endoso l so lution for ir ri gation .

Indications :

For irriga t ion duri ng va rious su rg ical p rocedures of the eyes .

Contra - indications :

~ The re are no known contra i ndicat ions for the use of AMO End osol
so lu t ion as an irriga tion so lu tion during surg i ca l procedures of the eyes .

Precautions:

General : AMO Endosol solution for irrigation is not to be used for
inject ion or in travenous in fusion . Each container o f AMO E ndoso l solu tion
for irrigation shou ld be used fo r one pa tient only . AMO Endosol so lution
for irrigation does not contain a preservative and should not be reused
after opening .

Precautions in spec ia l populati ons : S tud ies suggest that intraocula r
i rri gating solutions wh ich a re iso-osmotic with norma l aqueous fluids
shou ld be used with caution in diabetic patients undergo i ng vit rectomy
since intraoperative lens changes have been observed .

The re have been reports of co rneal c louding and oedema fo l low i ng
ocular surgery in which a balanced salt solution was used as an irrigating
so l ution . As in al l su rgica l p rocedu res, app rop ria te measu res shou l d be
taken to m inim ise t rauma to the corne a and other ocula r t i ss ues.

Check the follow i ng before use : Prior to u si ng AMO Endoso l so lutio n,
ensure tha t the solution is c lear and f ree of particul a te matter . Use only
if the seal is un damaged and a vacuum is present in the bott l es.

Interactions with other drugs :

AMO Endosol solution fo r irri gation should no t be m ixed wi th any other
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~ so l ution or the rapeuti c agen t, as ocular tissue da ma ge may resu lt .

Use in pregnancy and lactation :

AMO Endosol soluti on for irriga tion conta ins no the rapeutica l l y or
pharmaco l ogical ly active i ngredien t and is not intended to be abso rbed .
Therefore i t poses no special threa t to pregna n cy or lactation.

Adverse Reactions :

When the corneal epithelium is abnormal, excessive intraocular irrigation
or any othe r trauma may resul t in bu llous keratopa thy. Post operative
inflammatory reactions as well as incidents of corneal oedema and
cornea l decompensation have been reported . Their relationsh i p to the
balanced salt solution used has not been established .

Dosage and Administration :

The dosage of AM O Endoso l so lu tion for irriga tion is dictated by the
standard format for each sur g ica l p rocedure . AMO End osol solution
s hou l d be opened only under aseptic cond i tions .

Viaflex bags : Tear overpouch down the side at the slit and remove
solution bag . Some opac i ty of the plast ic d ue to moistu re abso rption
during the sterilisation process may be observed . This is normal and
does not affect the solution quality or safety . The opacity will diminish

~ gradual ly . Check for minute le a ks by squeezing bag fi rm l y . If l eaks a re
found, d isca rd solut i on as s teri l i ty may be im pa ired. Use aseptic
technique to ope n bag . Suspend the bag usin g the hanger hole and
remove the plastic protector from the ou t let port a t the bottom of the
con tainer (b l ue tip ) . A ttach i rrigation set (Refer to the comple te
di rections accompanyi ng the set) . D isca rd any unused portion.

G l ass bottles : Use an adm i nistra tion set with an a ir in let in the plast i c
spike s ince the bot t l e does no t conta i n a separa te airway tu be . Fo llow
directions for the particular administration set to be used . Remove
aluminium cap from the glass bottles and insert spike aseptically
through the centre target area of the rubber stopper . Allow fluid to move
and air to flow before commencing irrigation .

Overdosage :

AMO Endosol so lu tion for irriga t i on ha s no therapeu tic action a nd
overdosage does not pose a threa t . However, as for any surg ica l
p rocedure, the durat i on shou ld be kept to a min imum .

Storage :

Viafl ex bags: Store be l ow 30°C . Do not freeze .

Glass bott l es : Store below 25°C . Do not freeze .

~ Pack:

AMO Endoso l solu tion for i r rigation is suppl ied steri le in two conta ine r
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~ types :

1 . Viafl ex bag s : 250 mL and 500 mL ( plasticised polyvinyl ch loride bags
sealed inside pre-shaped , transparen t , high density polye thylene
overpouches) .

2. Glass bottles : 500 m L (sea led w ith a rubber stop per and secured by a
3 piece a l u minium S ter i sea l ca p) .

Ba l anced Salt So l u tion for ir rigation bag; AUST R 6 1825
Balanced Salt So l ution for ir rigat i on bottle ; AUST R 61824

No Restriction-Any State and A .C . T .

TGA app roval date : 14 November 1997

Should you
have any
further
questions please
click here to
email us .

~

~
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